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21 CFR Ch. I (4–1–14 Edition) § 886.4100 

§ 886.4100 Radiofrequency 
electrosurgical cautery apparatus. 

(a) Identification. A radiofrequency 
electrosurgical cautery apparatus is an 
AC-powered or battery-powered device 
intended for use during ocular surgery 
to coagulate tissue or arrest bleeding 
by a high frequency electric current. 

(b) Classification. Class II. 

§ 886.4115 Thermal cautery unit. 
(a) Identification. A thermal cautery 

unit is an AC-powered or battery-pow-
ered device intended for use during oc-
ular surgery to coagulate tissue or ar-
rest bleeding by heat conducted 
through a wire tip. 

(b) Classification. Class II. 

§ 886.4150 Vitreous aspiration and cut-
ting instrument. 

(a) Identification. A vitreous aspira-
tion and cutting instrument is an elec-
trically powered device, which may use 
ultrasound, intended to remove vit-
reous matter from the vitreous cavity 
or remove a crystalline lens. 

(b) Classification. Class II. 

§ 886.4155 Scleral plug. 
(a) Identification. A scleral plug is a 

prescription device intended to provide 
temporary closure of a scleral incision 
during an ophthalmic surgical proce-
dure. These plugs prevent intraocular 
fluid and pressure loss when instru-
ments are withdrawn from the eye. 
Scleral plugs include a head portion re-
maining above the sclera, which can be 
gripped for insertion and removal, and 
a shaft that fits inside the scleral inci-
sion. Scleral plugs are removed before 
completing the surgery. 

(b) Classification. Class II (special 
controls). The special controls for the 
scleral plug are as follows: 

(1) The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 886.9 if 
the material is a surgical grade stain-
less steel with or without a gold, silver, 
or titanium coating. The special con-
trols for the surgical grade stainless 
steel scleral plug (with or without a 
gold, silver, or titanium coating) are: 

(i) The device must be demonstrated 
to be sterile during the labeled shelf 
life; 

(ii) The device must be demonstrated 
to be biocompatible; and 

(iii) Labeling must include all infor-
mation required for the safe and effec-
tive use of the device, including spe-
cific instructions regarding the proper 
sizing, placement, and removal of the 
device. 

(2) The device is not exempt from 
premarket notification procedures if it 
is composed of a material other than 
surgical grade stainless steel (with or 
without a gold, silver, or titanium 
coating). The special controls for 
scleral plugs made of other materials 
are: 

(i) The device must be demonstrated 
to be sterile during the labeled shelf 
life; 

(ii) The device must be demonstrated 
to be biocompatible; 

(iii) Characterization of the device 
materials must be performed; 

(iv) Performance data must dem-
onstrate acceptable mechanical prop-
erties under simulated clinical use con-
ditions including insertion and removal 
of the device; 

(v) Performance data must dem-
onstrate adequately low levels of the 
extractables or residues from manufac-
turing (or processing) of the device; 
and 

(vi) Labeling must include all infor-
mation required for the safe and effec-
tive use of the device, including spe-
cific instructions regarding the proper 
sizing, placement, and removal of the 
device. 

[78 FR 68715, Nov. 15, 2013] 

§ 886.4170 Cryophthalmic unit. 

(a) Identification. A cryophthalmic 
unit is a device that is a probe with a 
small tip that becomes extremely cold 
through the controlled use of a refrig-
erant or gas. The device may be AC- 
powered. The device is intended to re-
move cataracts by the formation of an 
adherent ice ball in the lens, to freeze 
the eye and adjunct parts for surgical 
removal of scars, and to freeze tumors. 

(b) Classification. Class II. 

§ 886.4230 Ophthalmic knife test drum. 

(a) Identification. An ophthalmic 
knife test drum is a device intended to 
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